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DETAILED ACTION 

Response to Amendment 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. The rejection of Claims 23, 30-32, 45 and 56-60 under 35 U.S.C. 1 12, second paragraph, 
is withdrawn because of the amendment filed 10/14/2008. 

3. Claims 64-66 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

a) Claim 64: "placing a first cover on the inner surface of the stent without covering the outer 
surface with the first cover" does not make sense. If the cover is on the inside of the stent, how 
could it possibly ever cover the outer surface. 
Also see paragraph 5 below. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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5. Claim 64 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

"without covering the outer surface with the first cover", "removing the first cover. . . ; 
placing a second cover" and "applying a second composition. . .and removing the second cover" 
are all new matter that was not in the specification as filed. The examiner does not agree that 
paragraphs 47 and 50 (as applicant claims) support these amendments to claim 64. 

The applicant is requested to cancel all new matter. 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 23, 32, 56, 59 and 60 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ragheb et al (6299604). 

Ragheb teaches a method of manufacturing a drug-eluting coating for a stent (col. 6, line 
65), the stent including a lumen (col. 7, line 1-2), i.e. tubular body having an outer surface and an 
inner surface (col. 8, line 1-5). Ragheb discloses that at least one bioactive material, i.e. the first 
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coating, is posited (col. 7, line 65-67) on one surface of the structure and other surface will 
contain different bioactive materials, i.e. second coating. In this manner (col. 8, line 1-5) one or 
more bioactive materials or drugs may be delivered with a vascular stent to the blood stream 
from the lumen surface, i.e. inner surface of the stent, and a different treatment may be delivered 
on the vessel surface, i.e. outer surface of the stent. Ragheb further teaches (col. 4, line 61-64) 
the same bioactive material will generally not be posited on the different surfaces of the stent. In 
the other words, each surface of the stent structure will carry a different bioactive material. 

Additionally, Ragheb teaches a range of drugs, medicaments and materials may be 
employed as the coating materials (col. 8, line 7-8), such as (col. 9, line 34-36) angiogenin, i.e. 
an angiogenic substance, hormones, growth factors (col. 3, line 54 - col.4, line 10) and (col. 14, 
line 47-48) antiproliferative agent such as pacitaxel, which is capable of inhibiting smooth 
muscle cells proliferation or migration. 

Response to Arguments 

It is the examiner's position that one of skill in the art would know to place the 
angiogenic substance of Ragheb on the inner surface (where the blood is) and the 
antiproliferative on the outer surface (where the blood vessel cells are). 



8. Claims 23, 32, 45, 56 and 58-60 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Weber (6517888). 

Weber teaches a method of manufacturing a drug-eluting coating for a stent (col. 5, line 
21), the stent including a cylindrical body, i.e. a tubular body having an outer surface and an 
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inner surface (col.2, line 1-2). The inner and outer surface of the stent can be coated with 
different materials (col. 2, line 37-38). The method comprises: forming a first coating on the 
inner surface of the stent (col.2, line2-3), the first composition including a first therapeutic 
substance capable of angiogenesis (col. 7, line 17); and applying a second composition to the 
outer surface of the stent, the second therapeutic substance capable of inhibiting migration or 
proliferation of smooth muscle cells (col.6, line 41). 

As for claim 45 and 59, Weber teaches the angiogenic substance can be a hepatocyte 
growth factor (col. 6, line 17), 

As for claim 58, Weber teaches the first and second coating materials may include a 
polymer (col. 5, line 35-36). 

As for claim 60, Weber teaches paclitaxel (col. 6, line 50). 

Response to Arguments 

It is the examiner's position that one of skill in the art would know to place the 
angiogenic substance of Weber on the inner surface (where the blood is) and the antiproliferative 
on the outer surface (where the blood vessel cells are). 

9. Claims 23, 30-32, 56 and 58-60 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Loeffler (589791 1). 

Loeffler teaches a method of manufacturing a coating for a stent (col.l, line 50), the 
method comprising: using a mandrel and/or mold, i.e. removable sheath to apply coating 
materials to the selected surfaces of the stent (col. 1, line 52-62). Loeffler teaches making 
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differentiated surfaces such that there is one therapeutic agent on the inside and another 
therapeutic agent on the outside of the stent (col. 2, lines 4-14). Loeffler teaches the coating 
materials include polymers (col. 2, line 54) and various therapeutic agents such as antithrombins, 
antiproliferatives (col.3, line 6), and angiogenic substance such as fibroblast growth factor 
(col. 3, line 21). Antiproliferatives would be inclusive of the paclitaxel and other 
antiproliferatives of claim 60. Loeffler teaches that the polymers may be different on the inside 
and inside of the stent (col. 4, lines 1-11). 
Response to Arguments 

Regarding claim 31: it is the examiner's position that Loeffler does meet the limitations 
of claim 3 1 , in that the inner surface of the stent is covered by placing the stent on a mandrel. 
Claim 3 1 does not claim that the mandrel is necessarily doing the covering, only that the stent is 
on a mandrel, and that the inner surface of the stent is covered. Figure 3 show the stent covered 
by polymer sheath 24 and support tube 22, as well as being on a mandrel 26. 

Regarding the rejection of the other claims, and applicant's arguments of the 10/14/2008 
amendment, it is the examiner's position that one of skill in the art would know to place the 
angiogenic substance of Loeffler on the inner surface (where the blood is) and the 
antiproliferative on the outer surface (where the blood vessel cells are). 

10. The rejection of Claims 64-66 under 35 U.S.C. 103(a) as being unpatentable over 
Loeffler (589791 1) taken in view of Zarbatany et al (6610087) is withdrawn because of the 
amendment filed 10/14/2008. 
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1 1 . Claims 57 is rejected under 35 U.S.C. 103(a) as being anticipated by Ragheb et al. 
(6299604) in view of Harish et al. (6506437). 

Ragheb teaches that which is disclosed in the above. Ragheb teaches coating a drug- 
eluting stent by applying angiogenic substance on the inner surface of the stent and an 
antiproliferative agent on the outer surface of the stent. Ragheb is silent concerning the stent 
having cavities in the inner and outer surfaces. 

Harish teaches a method of coating implantable stent (col. 2, line 54), the stent including 
a tubular body having an outer surface and an inner surface (see fig.2). Additionally, the stent 
has a plurality of cavities formed in virtually any preselected location of the stent surface (col. 4, 
line 47-51), i.e. the stent has cavities in the inner and outer surfaces. Harish teaches applying a 
first coating to the outer surface of the stent (col. 2, line 23-26), wherein the coating 
compositions are applied to at least partially fill the cavities (col. 8, line 60-63). Harish teaches 
the coating compositions include polymers (col. 5, line 10) and therapeutic substances such as 
angiogenic substances, anticoagulant and antiproliferative agents (col. 6, line 60-62). 

Together, Ragheb teaches the inner surface of the implant stent is coated with angiogenic 
substance that can be released to the blood stream and stimulate angiogenesis and the outer 
surface of the stent is coated with antiproliferative agents that are capable of exerting the 
therapeutic substance to the blood vessel wall to prevent the thrombosis of the artery, and Harish 
also teaches a drug-eluting implant stent that is capable of local delivery of antiproliferative 
agents to the blood vessel and additionally, releasing the designed therapeutic substance in the 
manner of controlled rate by filling drug substance in the cavities and cover with topcoat 
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polymeric coating. Given these teaching, Harish would have reasonably suggested coating the 
implant stent and cavities in inner and outer surfaces with the coating method of Ragheb. 

It would have been obvious to one of ordinary skill in the art to use the stent of Harish in 
the coating method of Ragheb with the expectation of successful results because Harish teaches a 
method of delivering angiogenic and antiproliferative substance not only on the lesion site but 
also exerting therapeutic substances in an extended period of time. 

Response to Arguments 
No additional arguments were presented. 



Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

1 3 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to /Erma Cameron/ whose telephone number is 571-272-1416. The 
examiner can normally be reached on 8:30-6:00, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Timothy Meeks can be reached on 571-272-1423. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Erma Cameron/ 
Primary Examiner 
Art Unit 1792 

January 5, 2009 



